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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR LI 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on April 7, 2006 has been entered. 
Claims 1-4, 6, 12 and 14 have been amended. 
Claims 1-10, 12-19 are pending in the application. 

Claim Objections 
WITHDRAWN 

The amendment of claim 1 was objected to for allegedly introducing new matter with the 
amendment to "consisting essentially of." 

Applicant has amended the claim and submits the objection is moot. 

Applicant's arguments are considered and found unpersuasive. The objection is 
withdrawn. 

Claim Rejections - 35 USC § 112 
WITHDRAWN 

Claims 1-10, 12-19 were rejected under 35 U.S.C. 1 12, second paragraph as being 
indefinite. 
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Applicant submits that after amending claim 1 to remove the phrase "consisting 
essentially of/ 5 the rejection is moot. 

Applicant's arguments are considered and found persuasive. The rejection is withdrawn. 

Claims 1-10, 12-19 were rejected under 35 U.S.C. 1 12, first paragraph as failing to 
comply with the written description requirement. (See page 3 of the Final rejection.) 

Applicant did not respond to the rejection. However, in light of the amendment the 
rejection is withdrawn. 

NEW 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-10, 12-19 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Amended claim 1 recites a vaccine for equine influenza virus comprising an effective 
immunizing amount of an isolated DNA, the isolated DNA comprising sequences that encode an 
HA1 protein from which HA2 is absent, the sequence being from a strain of equine-2 influenza 
virus. 

It is unclear based on the recitation of the claim whether the HA1 protein is full length or 
a fragment, since it recites "an HA1 protein." The claim reads on fragments of the HA1 protein 
as well. 
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Claim Rejections - 35 USC § 102 
WITHDRAWN 

Claims 1-2, 6-7, 9-10 and 13 were rejected under 35 U.S.C. 102(b) as being anticipated 
by either Olsen et al. or Lunn et al. 

Applicant submits that full-length HA is not required to elicit a protective immune 
response, and the use of the full-length protein is not optimal. Further, claim 1 has been amended 
to recite that the form of HA utilized in the invention is HA1 from which HA2 is absent. Thus, 
Olsen et al. and Lunn et al. teach only the use of full-length HA. 

Applicant's arguments are considered and found persuasive. The rejections are 
withdrawn. 

Claim Rejections - 35 USC §103 
WITHDRAWN 

Claims 3-5, 8, 12 and 14-19 were rejected under 35 U.S.C. 103(a) as being unpatentable 
over Olsen et al. and Lunn et al. in combination with various secondary references. 

Applicant submits that because of the amendment reciting HA1 from which HA2 is 
absent the invention cannot be deemed obvious in view of any combination of Olsen et al. and 
Lunn et al. with any other references. 

Applicant's arguments are considered and found unpersuasive as to claims 5, 8-12, 14- 
19. The rejections are withdrawn. 
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NEW 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1, 2, 3, 4, 6, 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Olsen et al. in view of Lai et al. (2001). 

Amended claim 1 recites a vaccine for equine influenza virus, comprising: an effective 
immunizing amount of an isolated DNA, the isolated DNA comprising sequences that encode an 
HA1 protein from which HA1 is absent, the sequences being from a strain of equine-2 influenza 
virus; and a pharmacologically acceptable carrier or diluent. 

See the teachings of Olsen et al. as recited in the first Office Action on the merits. 

Olsen et al. does not teach the sequence that encodes an HA1 protein from which HA2 is 

absent. 

See the teachings of Lai et al. as recited in the first Office Action on the merits. 

The specification lists HA1 as "comprising SEQ ID NO:l" (p. 8), meaning that HA1 
includes at a minimum SEQ ID NO:l, but may include more. 

Lai et al. teaches L39914 a portion or fragment of SEQ ID NO: 1 that is 98.8% 
homologous to SEQ ID NO: 1 (see result 5 of .rge). Thus since the claim reads on an HA1 
protein or a fragment of HA1, Lai et al. teaches a fragment or portion of SEQ ID NO:l, or "an 
HA1 protein from which HA2 is absent." Further, Lai et al. teaches that the sequences are from 
equine-2 influenza virus, and ultimately for use in vaccines. Lai et al. also teaches that L39914 is 
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from strain A/Eq/Kentucky/94. Lai et al. also teaches AF 197241, which is 100% homologous to 
SEQ ID NO:l (see result 1 of .rge), which is from strain A/Eq/Kentucky/98. 

One of ordinary skill in the art would have been motivated to substitute the HA gene 
sequence from A/Eq/Kentucky/8 1 as taught by Olsen et al. with the fragments as taught by Lai et 
al. because the fragments represent current isolates more indicative of currently circulating 
equine influenza viruses and thus more likely to be encountered. 

One of ordinary skill in the art would have had a reasonable expectation of success for 
substituting the sequences because one would have expected DNA vaccine against equine 
influenza vaccines to protect against currently circulating equine influenza strains. 

Therefore the invention as a whole would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made. 

The 103(a) rejections over the various secondary references are maintained. The 
rejections are further recited for clarification purposes and to be considered in light of the 
elaborated positions in the first Office Action on the merits. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Olsen et al. and 
Lai et al. in view of Chen et al. 

See the teachings of Olsen et al. and Lai et al. above. 

Olsen et al. and Lai et al. do not teach the vaccine composition further comprising recited 
additional antigenic components. 
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Chen et al. teaches that a mixture of viral protein-expressing plasmid DNAs helps 
provide protection against heterologous viral infection. 

One of ordinary skill in the art at the time the invention was made would have been 
motivated to combine the composition of Olsen et al. and Lai et al. and the components of Chen 
et al. because Chen et al. teaches such vaccines confer additional protection against homologous 
challenge and also help protect against heterologous challenge. 

One of ordinary skill in the art at time would have expected broader protection by adding 
additional antigen encoding sequences because such additional sequences would be expected to 
stimulate immunity against additional antigenic features of the influenza virus. 

Therefore, the invention as a whole would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, absent unexpected results to the 
contrary. 

Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Olsen et al. and 
Lai et al. in view of Invitrogen. 

See the teachings of Olsen et al. and Lai et al. above. 

Olsen et al. and Lai et al. do not teach pcDNA3. l/V5-His-TOPO. 

Invitrogen teaches the vector is a strong CMV promoter for high level expression. 

One of ordinary skill in the art at the time the invention was made would have been 
motivated to combine the composition of Olsen et al. and Lai et al. and the vector of Invitrogen 
because Invitrogen teaches high level expression with said vector. 

One of ordinary skill in the art at time the invention was made would have had a 
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reasonable expectation of success for using the composition of Olsen et al. and Lai et al. and the 
vector of Invitrogen because these techniques were all well-characterized at the time of 
Applicant's invention as evidenced by the combined teachings of Olsen and Invitrogen. 

Therefore, the invention as a whole would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, absent unexpected results to the 
contrary. 

Claims 9, 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over Olsen et al. 
and Lai et al. in view of Larsen et al. 

See the teachings of Olsen et al. and Lai et al. above. 
Olsen et al. and Lai et al. do not teach the peptide adjuvant. 

Larsen et al. teaches the coadministration of plasmid DNA encoding cytokine/adjuvant 
IL-6 with plasmids encoding HA from equine-2 influenza strain A/Equine/Kentucky/ 1/81 (see 
page 1705). 

One of ordinary skill in the art at the time the invention was made would have been 
motivated to combine the composition of Olsen et al. and Lai et al. and the peptide adjuvant of 
Larsen et al. because Larsen et al. teaches that coadministration conferred a significant adjuvant 
effect. 

One of ordinary skill in the art at time the invention was made would have had a 
reasonable expectation of success for using the composition of Olsen et al. and Lai et al. and the 
peptide adjuvant of Larsen et al. because Olsen et al. and Lai et al. and Larsen et al. all teach 
equine influenza vaccine. 
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Therefore, the invention as a whole would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, absent unexpected results to the 
contrary. 

Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Olsen et al. and 
Lai et al. in view of Lunn et al. 

See the teachings of Olsen et al. and Lai et al. above. 

Olsen et al. and Lai et al. do not teach administration to equid. 

Lunn et al. teaches nucleic acids for equine influenza virus and methods via 
administration to equid (See page 2247). 

One of ordinary skill in the art at the time the invention was made would have been 
motivated to combine the equine vaccine composition of Olsen et al. and Lai et al. and the 
method of Lunn et al. because Lunn et al. teaches nucleic acid administration to equid. 

One of ordinary skill in the art at time the invention was made would have had a 
reasonable expectation of success for using the composition of Olsen et al. and Lai et al. and the 
method of Lunn et al. because Olsen et al., Lai et al. and Lunn et al. all teach nucleic acid 
vaccines for equid. 

Therefore, the invention as a whole would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, absent unexpected results to the 
contrary. 
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Claims 12, 14, 15, 17-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Olsen et al. and Lai et al. in view of Lunn et al. and Wong et al. 

See the teachings of Olsen et al. and Lai et al. above in view of Lunn et al. 

Olsen et al. and Lai et al. above in view of Lunn et al. do not teach liposome 
encapsulation. 

Wong et al. teaches intranasal influenza HA vaccine delivery with and without liposome 
encapsulation, wherein it would have been obvious to optimize concentrations and liposome 
encapsulation demonstrated superior results. 

One of ordinary skill in the art at the time the invention was made would have been 
motivated to combine the composition of Olsen et al. and Lai et al. in view of Lunn et al. and the 
liposome encapsulation of Wong et al. because Wong et al. teaches such a strategy induces 
mucosal immunity at the site of infection. 

One of ordinary skill in the art at time the invention was made would have had a 
reasonable expectation of success for using the composition of Olsen et al. and Lai et al. in view 
of Lunn et al. liposome encapsulation of Wong et al. because the techniques were well- 
developed and provided in the combined teachings of Olsen et al., Lai et al., Lunn et al. and 
Wong et al. 

Therefore, the invention as a whole would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, absent unexpected results to the 
contrary. 
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Claim 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over Olsen et al. and 
Lai et al. in view of Lunn et al. and Wong et al. in further view of Invitrogen. 

See the teachings of Olsen et al. and Lai et al. above in view of Lunn et al and Wong et 

al. 

Olsen et al. and Lai et al. above in view of Lunn et al. and Wong et al. do not teach 
pcDNA3.1/V5-His-TOPO. 

See the teachings of Invitrogen above. 

One of ordinary skill in the art at the time the invention was made would have been 
motivated to combine the composition and method of Olsen et al. and Lai et al. in view of Lunn 
et al. and Wong et al. and the vector of Invitrogen because Invitrogen teaches high level 
expression with said vector. 

One of ordinary skill in the art at time the invention was made would have had a 
reasonable expectation of success for using the composition and method of Olsen et al. and Lai 
et al. in view of Lunn et al. and Wong et al and the vector of Invitrogen because these 
techniques were all well-characterized at the time of Applicant's invention as evidenced by the 
combined teachings of Olsen and Invitrogen. 

Therefore, the invention as a whole would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, absent unexpected results to the 
contrary. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to M. Franco Salvoza whose telephone number is (571) 272-8410. 
The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on (571) 272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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